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23. (New) A solid pharmaceutical dosage form that is not enteric-coated or delayed- 
released, comprising: 

(a) a proton pufnp inhibitor (PPI) selected from a group consisting of 
omeprazole, lansoprazole, rabeprazole, esomeprazole, pantoprazole, pariprazole and 
leminoprazole; and 

(b) at least one buffering agent present in an amount sufficient to prevent or 
inhibit acid degradation ot the PPI by gastric acid so as to achieve bioavailability of the PPI in a 
subject after oral administration of the dosage form. 

24. (New) The dosage form as recited in Claim 23 wherein the bioavailability of the 
PPI is sufficient to elidt a therapeutic effect. 

25. (New) Th^^sag^ form as recited in Claim 23 wherein the PPI is present in a 
therapeutically effective 

26. (New) The dosage fond as recited in Claim 23 wherein the PPI comprises a 
substantially pure enantiomer, a racepiic mixture, a derivative, or a base or salt thereof. 

27. (New) The dosage fprm as recited in Claim 23 wherein the PPI is omeprazole. 

28. (New) The dosage/form as recited in Claim 23 wherein the PPI is lansoprazole. 

29. (New) The dosaae form as recited in Claim 23 wherein the PPI is rabeprazole. 

30. (New) The dosage form as recited in Claim 23 wherein the PPI is esomeprazole. 

3 1 . (New) The dqsage form as recited in Claim 23 wherein the PPI is pantoprazole. 
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32. (New) The dosage form as recited in Claim 23 wherein the PPI is pariprazole. 

33. (New) The dosage/form as recited in Claim 23 wherein the PPI is leminoprazole. 

34. (New) The dosage form as recited in Claim 23 further comprising at least one 
flavoring agent. 



35. (New) The dosage form as recited in Claim 23 further comprising an anti-foaming 



agent. 



36. (New) The dpsagtfThrm as recited in Claim 23 wherein the dosage form is a 



tablet. 



powder. 




37. (New) The dosage fonn as recited in Claim 23 wherein the dosage form is a 



38. (New) The dosage forqft as recited in Claim 23 wherein the dosage form is a 
suspension tablet. 

39. (New) The dosage/form as recited in Claim 23 wherein the dosage form is a 
chewable tablet. 

40. (New) The dosage form as recited in Claim 39 further comprising aspartame. 



41 . (New) The dos^^rm as recited in Claim 23 wherein the dosage form is a 
capsule. 

42. (New) The dosage form as incited in Claim 23 wherein the dosage form is an 
effervescent powder. 

3 

12825848.6 062501 1619C 01723326 



Serial No. 09/481,207 



losage ] 



43. (New) The dosage form as recited in Claim 23 wherein the dosage form is an 
effervescent tablet. 

44. (New) The dosage form ^s recited in Claim 23 wherein the dosage form is a 
plurality of pellets. 

45. (New) The dosage f/rm as recited in Claim 23 wherein the dosage form is a 
plurality of granules. 

46. (New) The dosage form as recited in Claim 23 wherein the buffering agent is 
present in an amount of aboutf 4 mEq to about 30 mEq. 

47. (New) The oosage form as recited in Claim 23 wherein the buffering agent is 
present in an amount of apout 7.5 mEq to about 15 mEq. 

48. (New) The dosage form as recited in Claim 23 wherein the buffering agent is 
present in an amount pf about 10 mEq to about 20 mEq. 

49. (New) Tme dosage form as recited in Claim 23 wherein the buffering agent 
comprises a bi\arbjon^ie sa^t of a Group IA metal. 

50. (Hpw) Ttfe dos&ge form as recited in Claim 23 wherein the buffering agent 
comprises at leait otoe/of magnesium hydroxide, magnesium lactate, magnesium gluconate, 
magnesium oxidie, magnesium carbonate, magnesium silicate, magnesium lactate, and other 
magnesium sal s. 

5 1 . (New) The dosage form as recited in Claim 23 wherein the buffering agent 

comprises at l^ast one of calcium acetate, calcium glycerophosphate, calcium chloride, calcium 
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hydroxide, calcium lactate/calcium carbonate, calcium bicarbonate, calcium gluconate, calcium 
glycinate, calcium maleatfi, and other calcium salts. 

52. (New) The dosage form as recited in Claim 23 wherein the buffering agent 
omprises about 250 mg to about 1680 mg sodium bicarbonate. 

53. (New) The dosage form as recited in Claim 23 wherein the buffering agent 
comprises about 840 mg to about 1680 mg sodium bicarbonate. 

54. (New) The dosage form as recited in Claim 23 wherein the buffering agent 
comprises about 250 mg to about 1000 mg calcium carbonate. 

55. (New) The dosage form as recited in Claim 23 wherein the buffering agent 
comprises about 500 mg io about 1000 mg calcium carbonate. 

56. (New) The dosage form as recited in Claim 23 wherein the buffering agent 
comprises a combination of sodium bicarbonate and calcium carbonate. 

57. (Newj) A liquid pharmaceutical composition produced by the method of 
combining t)*6 dos^frfe form recited in Claim 36 with an aqueous medium. 



/58. \ fl^few) The liquid pharmaceutical composition of Claim 57 wherein the aqueous 
medium coimajfses sodium bicarbonate solution. 

59. / (New) /The liquid pharmaceutical composition of Claim 57 wherein the aqueous 
medium comprises gastric secretions. 
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60. (New) The liquid pharmaceutical composition of Claim 57 wherein the aqueous 
medium comprises water. 

61 . (New) A liquid pharmaceiAical composition produced by the method of 
combining the dosage form recited in C/aim 37 with an aqueous medium. 

62. (New) The liquid pharmaceutical composition of Claim 61 wherein the aqueous 
medium comprises sodium bicarboij&te solution. 

63. (New) Tlyz^liqtfid flfh^rhaceutical composition of Claim 61 wherein the aqueous 
medium comprises gastric sec; 

64. (New) The liqijaiph^maceutical composition of Claim 61 wherein the aqueous 
medium comprises water. 



lie 



65. (New) A liquid pharmaceutical composition produced by the method of 
combining the dosage form recited in Claim 38 with an aqueous medium. 

66. (New) The liquid pharmaceutical composition of Claim 65 wherein the aqueous 
medium comprises sodium bicarbonate solution. 

67. (New) The liquid pharmaceutical composition of Claim 65 wherein the aqueous 
medium comprises gastric secretions. 

68. (New) Th^ liquid pharmaceutical composition of Claim 65 wherein the aqueous 
medium comprises wate 
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69. (New) A liquid pharmaceutical composition produced by the method of 
mbining the dosage form recnted in Claim 39 with an aqueous medium. 



70. (New) The Liquid pharmaceutical composition of Claim 69 wherein the aqueous 
medium comprises sodium bicarbonate solution. 

71 . (New) The liquid nnarmaceutical composition of Claim 69 wherein the aqueous 
medium comprises gastric secretions. 

72. (New) The liquid pharmaceutical composition of Claim 69 wherein the aqueous 
medium comprises water. 

73. (New) A liauid pharmaceutical composition produced by the method of 
combining the dosage fornn recited in Claim 40 with an aqueous medium. 

74. (New) Tjie liquid pharmaceutical composition of Claim 73 wherein the aqueous 
medium comprisjss sopiujri bicarbonate solution. 



75 
medium 



(Nevwfr/The liquid pharmaceutical composition of Claim 73 wherein the aqueous 
omprkewgastric secretions. 



7$. / (M^w) Theiiquid pharmaceutical composition of Claim 73 wherein the aqueous 
medium compri&k wate 

77. (New) A liquid pharmaceutical composition produced by the method of 
combining thef dosage form recited in Claim 41 with an aqueous medium. 



12825848.6 062501 1619C 01723326 



-7- 



Serial No. 09/481,207 

78. (New) The liquid pharmaceutical composition of Claim 77 wherein the aqueous 
medium comprises sodium bicarbonate/solution. 

79. (New) The liqukl^rfianriaceutical composition of Claim 77 wherein the aqueous 




medium comprises gastric fsecrftioAs: 

80. (New) The liqui^pharnj^eutical composition of Claim 77 wherein the aqueous 
medium comprises water. 

8 1 . (New) A liquid pharmaceutical composition produced by the method of 
combining the dosage form recitednn Claim 42 with an aqueous medium. 

82. (New) The liquiy pharmaceutical composition of Claim 81 wherein the aqueous 
medium comprises sodium bicarbonate solution. 

83. (New) The ljquid pharmaceutical composition of Claim 81 wherein the aqueous 
medium comprises watery 

84. (New) A liquid pharmaceutical composition produced by the method of 
combining the dosage Form recited in Claim 43 with an aqueous medium. 

85. (New)/The liquid pharmaceutical composition of Claim 84 wherein the aqueous 
medium comprises sodium bicarbonate solution. 



86. (Ne 
medium comprises 



) The liquid pharmaceutical composition of Claim 84 wherein the aqueous 
water. 
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87. (New) A liquid pharmaceutical composition produced by the method of 
combining the dosage form recited in Claim 44 with an aqueous medium. 

88. (New) The liquid pharmaceutical composition of Claim 87 wherein the aqueous 
medium comprises sodium bicarbonate solution. 

89. (New) p*e liqnid pja^rmaceutical composition of Claim 87 wherein the aqueous 
medium comprises gastric sj&preti 

90. (New) Thejfyquid pharmaceutical composition of Claim 87 wherein the aqueous 
medium comprises wateij 

91. (New) A liquid pharmaceutical composition produced by the method of 
combining the dosage form recited in Claim 45 with an aqueous medium. 

92. (New) The liquid pharmaceutical composition of Claim 91 wherein the aqueous 
medium comprises sodium bicarbonate solution. 



93. (New) The liquid pharmaceutical composition of Claim 91 wherein the aqueous 
medium comprises gastric secretions. 

94. (New) The jlquid pharmaceutical composition of Claim 91 wherein the aqueous 
medium comprises water/ 
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95. (New) A method of treating an acid-related gastrointestinal condition, comprising 
orally administering to a subject a solid pharmaceutical dosage form that is not enteric-coated or 
delayed-released, comprising: / 

(a) a proton pump/inhibitor (PPI) selected from a group consisting of 
omeprazole, lansoprazole, rabeprazAle, esomeprazole, pantoprazole, pariprazole and 
leminoprazole; and / 

(b) at least onp buffering agent present in an amount sufficient to prevent or 
inhibit acid degradation of the PPI by gastric acid so as to achieve bioavailability of the PPI in 
the subject after oral administration of the dosage form. 

A 
/ 

96. (New) The method as rec^fcu in Claim 95 wherein the disorder is duodenal ulcer 

// 

disease. / 

97. (New) The method as reci/ed in Claim 95 wherein the disorder is a gastric ulcer 
disease. / 

98. (New) The method its recited in Claim 95 wherein the disorder is 
gastroesophageal reflux disease/(GERD). 

99. (New) Themetfciod as recited in Claim 95 wherein the disorder is erosive 
esophagitis. \ / / \ 

100. (New) T^Vi^mod as recited in Claim 95 wherein the disorder is poorly 
responsive symptomatic GERD. 
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101 . (New) The method as recited in/Claim 95 wherein the disorder is a pathological 
hypersecretory disease. 



102. (New) The method as 
Ellison Syndrome. 




m 95 wherein the disorder is Zollinger 





103. (New) The method as recited in Claim 95 wherein the disorder is dyspepsia. 

104. (New) The method as recited in Claim 95 wherein the PPI is omeprazole. 

105. (New) The method as rec/ted in Claim 95 wherein the PPI is lansoprazole. 

106. (New) The method as recited in Claim 95 wherein the PPI is rabeprazole. 

107. (New) The method as recited in Claim 95 wherein the PPI is esomeprazole. 

108. (New) The method/as recited in Claim 95 wherein the PPI is pantoprazole. 

109. (New) The methda as recited in Claim 95 wherein the PPI is pariprazole. 

110. (New) The metmod as recited in Claim 95 wherein the PPI is leminoprazole. 

111. (New) The method as cecited in Claim 95 wherein the PPI comprises a 
substantially pure enantiomer, a racemiic mixture, a derivative, or a base or salt thereof. 

112. (New) The methqfl as recited in Claim 95 wherein the dosage form further 
comprises a flavoring agent. 

113. (New) The method as recited in Claim 95 wherein the dosage form further 
comprises an anti-foaming agent. 



11 
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1 14. (New) The method as recited in Claim 95 wherein the dosage feffm is a tablet. 



115. (New) The method as recited in Claim 95 wherein the djafsage form is a powder. 



116. (New) The method as recited in Claim 95 wherejif the dosage form is a 



suspension tablet. 



117. (New) The method as recited in Claran 95 wherein the dosage form is a chewable 



tablet. 



118. (New) The method as recjfed in Claim 1 1 7 wherein the dosage form further 
comprises aspartame. 

119. (New) The me^iod as recited in Claim 95 wherein the dosage form is a capsule. 

v f / . ~> 

120. (New) T^e method as recited in Claim 95 wherein the dosage form is an 

effervescent powdep: 

121 . /{New) The method as recited in Claim 95 wherein the dosage form is an 
effervescent tablet. 

122. (New) The met/od as recited in Claim 95 wherein the dosage form is a plurality 
of pellets. 

123. (New) Th^ method as recited in Claim 95 wherein the dosage form is a plurality 
of granules. 

124. (New) The mettfodfas recited in Claim 95 wherein the buffering agent is present 
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125. (New) The method as recited in Claim 95 wherein the buffering agent is present 
in an amount of about 7.5 mEq to J$f(mi 15 mEq. 



126. (New) The method 
in an amount of about 10 mEq to 




in Claim 95 wherein the buffering agent is present 
mEq. 



127. (New) The method as recited in Qlaim 95 wherein the buffering agent comprises a 
bicarbonate salt of a Group IA metal. 

128. (New) The method as recited in Claim 95 wherein the buffering agent comprises 
at least one of magnesium hydroxide,/magnesium lactate, magnesium gluconate, magnesium 
oxide, magnesium carbonate, magnesium silicate, magnesium lactate, and other magnesium 
salts. 

129. (New) The method as recited in Claim 95 wherein the buffering agent comprises 
at least one of calcium acetate, calcium glycerophosphate, calcium chloride, calcium hydroxide, 
calcium lactate, calcium c/arbonate, calcium bicarbonate, calcium gluconate, calcium glycinate, 
calcium maleate, and omer calcium salts. 

130. (New) The metr/od as recited in Claim 95 wherein the buffering agent comprises 
about 250 mg to about 1680 mg sodium bicarbonate. 

131. (New) The method as recited in Claim 95 wherein the buffering agent comprises 
about 840 mg to about 1680 mg sodium bicarbonate. 

/ 132. (New) The method as recited in Claim 95 wherein the buffering agent comprises 
about 250 mg to about 1000 mg calofum carbonate. 
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133. (New) The memod as recited in Claim 95 wherein the buffering agent comprises 
about 500 mg to about 100(ymg calcium carbonate. 

134. (New) The method as recited™ Claim 95 wherein the buffering agent comprises a 
combination of sodium bicarbonate and/aloifim carbonate. 

135. (New) The method as recited in Claim 95 further comprising combining the 
dosage form with an aqueous medium. 

136. (New) The method as recited in C^aim 135 wherein the aqueous medium 
comprises sodium bicarbonate solution. 

137. (New) The method as recitea in Claim 135 wherein the aqueous medium 
comprises 8.4% (w/v) sodium bicarbonate solution. 

138. (New) The method as recited in Claim 137 wherein the solution is present in an 
amount of about 10 ml to about 60 rm. 



139. (New) The 
comprises water. 



Sited in Claim 135 wherein the aqueous medium 



140. (New) The Qiemod as recited in Claim 135 wherein the aqueous medium 
comprises at least one flavonng agent. 
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41 . (New) A composition, comprising: 



(a) a proton pump inhibitor (PPI) selected from a group consisting of 
omeprazole, lansoprazole, rpeprazole, esomeprazole, pantoprazole, pariprazole and 
leminoprazole; 

(b) ga^ric secretions; and 

(c) at/least one buffering agent present in an amount sufficient to prevent or 
inhibit acid degradation|of the PPI by the gastric secretions so as to achieve bioavailability of the 
PPI in a subject, 



wherein the PPI and the buffering agent comprise a solid dosage form, which is capable 
of disintegration and dissolution in the gastric secretions and is not enteric-coated or delayed- 
released. 

142. (New) The composition as recited in Claim 141 wherein the bioavailability of the 
PPI is sufficient to elicit ^nerapeiZtic effect. 

143. (New) The c^jmp/ositipn as recited in Claim 141 wherein the PPI is present in a 
therapeutically effective 



144. The composition as recited In Claim 141 wherein the PPI comprises a 
substantially pure enantiomer, a racemic mixture, a derivative, or a base or salt thereof. 

145. (New) The composition as recit/d in Claim 141 wherein the PPI is omeprazole. 





146. (New) The composition as jfeciied in Claim 141 wherein the PPI is lansoprazole. 
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147. (New) The composition as recited in Clain/141 wherein the PPI is rabeprazole. 



148. (New) The composition as recited in Cl/im 141 wherein the PPI is esomeprazole. 



149. (New) The composition as recited in/Claim 141 wherein the PPI is pantoprazole. 



1 50. (New) The composition as recitecyin Claim 141 wherein the PPI is pariprazole. 



151. (New) The composition as recited in Claim 141 wherein the PPI is leminoprazole. 



152. (New) The composition as recited in Claim 141 further comprising a flavoring 



agent. 



153. (New) The composition a/B recited in Claim 141 further comprising an anti- 
foaming agent. 



154. (New) The composition as recited in Claim 141 wherein the dosage form is a 



tablet. 



155. (New) The composition as recited in Claim 141 wherein the dosage form is a 
powder. 

156. (New) The cc^mp^sition sjs recited in Claim 141 wherein the dosage form is a 
suspension tablet. 

157. (New) The §0iifposition as recited in Claim 141 wherein the dosage form is a 
chewable tablet. 



158/ (New) The composition as recited in Claim 157 wherein the dosage form further 



comprises aspartame. 
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159. (New) The composition as recited in Clain/ 141 wherein the dosage form is a 
capsule. 

160. (New) The composition as recited ii/Claim 141 wherein the dosage form is an 
effervescent powder. 

161. (New) The composition as recced in Claim 141 wherein the dosage form is an 
effervescent tablet. 



162. (New) The comppsitton7&$. recited in Claim 141 wherein the dosage form is a 

/ 

plurality of pellets. 



163. (New) The compo^titnrtis recited in Claim 141 wherein the dosage form is a 
plurality of granules. 

164. (New) The composition as recited in Claim 141 wherein the buffering agent is 
present in an amount of about 4 rmEq to about 30 mEq. 

165. (New) The cojprosition as recited in Claim 141 wherein the buffering agent is 
present in an amount ofabout^.s/mEq to about 15 mEq. 

166. (New) The composition as recited in Claim 141 wherein the buffering agent is 
present in an amount of aboutLH) mEq to about 20 mEq. 

167. (New) The composition as recited in Claim 141 wherein the buffering agent 
comprises a bicarbonate salt of a Groups A metal. 
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168. (New) The composition as^ecited in Claim 141 wherein the buffering agent 
comprises at least one of magnesium hydroxide, magnesium lactate, magnesium gluconate, 
magnesium oxide, magnesium carbonate, magnesium silicate, magnesium lactate g( nd othg p 
magnesium saltsf* 



169. (Ne\^ 
comprises at least om 
hydroxide, calciu 



glycinate, calcium 

170. (New) The 
comprises about 250 mg to 



position as recited in Claim 141 wherein the buffering agent 
klciupi acetate, calcium glycerophosphate, calcium chloride, calcium 
alcium carbonate, calcium bicarbonate, calcium gluconate, calcium 
and other calcium salts. 



composition as recited in Claim 141 wherein the buffering agent 
ibout 1680 mg sodium bicarbonate. 



171. (New) The 
comprises about 840 mg to 



c >mposition as recited in Claim 141 wherein the buffering agent 
about 1680 mg sodium bicarbonate. 



172. (New) The composition/as recited in Claim 141 wherein the buffering agent 
comprises about 250 mg to about 1000 mg calcium carbonate. 

173. (New) The composition as recited in Claim 141 wherein the buffering agent 
comprises about 500 mg to ahjDut 1000 mg calcium carbonate. 

174. (New) TIhe /ompbsition as recited in Claim 141 wherein the buffering agent 
comprises a combinationrof sodium bicarbonate and calcium carbonate. 

175. (New) /The composition as recited in Claim 141 further comprising a second 
aqueous medium. 
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176. (New) The composition as recited in j^laim 175 wherein the second aqueous 
medium is sodium bicarbonate solution. 



177. (New) The composition as reci/ed in Claim 175 wherein the second aqueous 
medium is 8.4% (w/v) sodium bicarbonate solution. 

178. (New) The composition as recited in Claim 176 wherein the sodium bicarbonate 

solution is present in an amount of abojat 10 ml to about 60 ml. 

/ 



179. (New) The compos 
medium is water. 



tipn^as recited in Claim 175 wherein the second aqueous 



180. (New) The comp^sitiop^f Claim 179 wherein the water is present in an amount 
of about 10 ml to about 60 ml 
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181. (New) A solid pharmaceutical dosage form that is not enteric-coated or delayed- 
released, comprising: 

(a) a first part comprising a proton pump inhibitor (PPI) selected from a group 
consisting of omeprazole, lansofpazole, rabeprazole, esomeprazole, pantoprazole, pariprazole 
and leminoprazole; and 

(b) a seconA part surrounding the first part, the second part comprising at least 
one buffering agent present in an amount sufficient to prevent or inhibit acid degradation of the 
PPI by gastric acid so as to achieve bioavailability of the PPI in a subject after oral 
administration of the dosage form. 

182. (New) The dosage for^i as recited in Claim 181 wherein the bioavailability of the 
PPI is sufficient to elicit a thspap^tiq/ffect. 

1 83. (New) The do$&jp; fonjaf as recited in Claim 1 8 1 wherein the PPI is present in a 
therapeutically effective 



184. (New) The dosage form/as recited in Claim 181 wherein the PPI comprises a 
substantially pure enantiomer, a raoemic mixture, a derivative, or a base or salt thereof. 

185. (New) The dosage form as recited in Claim 181 wherein the PPI is omeprazole. 



186. (New) The dosage form as/ecited in Claim 181 wherein the PPI is lansoprazole. 




1 87. (New) The dosage 




d in Claim 181 wherein the PPI is rabeprazole. 



188. (New) The dosag^whLas^cited in Claim 181 wherein the PPI is esomeprazole. 



-20- 



12825848.6 062501 1619C 01723326 



Serial No. 09/481,207 



189. (New) The dosage form as recited in Claim 181 wherein the PPI is pantoprazole. 

190. (New) The dosage form as recited in Claim 181 wherein the PPI is pariprazole. 

191. (New) The dosage form as recited in Claim 181 wherein the PPI is leminoprazole. 

192. (New) The dosage form as recitga in Claim 181 wherein the first part comprises a 
compressed tablet. 

193. (New) The dosage form as recited in Claim 192 wherein the second part further 
comprises a capsule which surrounds the Buffering agent and the tablet. 

194. (New) The dosage form as recited in Claim 181 wherein the first part further 
comprises a capsule containing the PIjL, and the second part further comprises a capsule 
containing the capsule of the first pa 

195. (New) The dosage form as recited in Claim 181 wherein the buffering agent 
comprises a bicarbonate salt of a/Group IA metal. 

196. (New) Theldosa£^form as recited in Claim 181 wherein the buffering agent 
comprises at least one of magnesium iWdroxide, magnesium lactate, magnesium gluconate, 
magnesium oxide, magnesi^ip carbonat s, magnesium silicate, magnesium lactate and other 

wA 

197. (New) The djbs^g^form as recited in Claim 181 wherein the buffering agent 
comprises at least Gtttfof calcium acetate, calcium glycerophosphate, calcium chloride, calcium 
hydroxide, calcium lactate, calcium carbonate, calcium bicarbonate, calcium gluconate, calcium 
glycinate, calcium maleafe, and other calcium salts. 
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\y 1 98. (New) The doseke form as recited in Claim 1 8 1 wherein the buffering agent is 
about 250 mg to about 1680 mi sodium bicarbonate. 

199. (New) The dosage fornyas recited in Claim 181 wherein the buffering agent is 
about 840 mg to about 1680 mg sodium bicarbonate. 

200. (New) The dosage/form as recited in Claim 181 wherein the buffering agent 
comprises about 250 mg to about 1000 mg calcium carbonate. 

201 . (New) The dosage form as recited in Claim 1 8 1 wherein the buffering agent 




comprises about 500, 

202. (New) T 
comprises a combinati 



fo/abotrtJOOO mg calcium carbonate. 

tosage foipi as recited in Claim 181 wherein the buffering agent 
of sodium bicarbonate and calcium carbonate. 



12825848.6 062501 1619C 01723326 



-22- 



Serial No. 09/481,207 

203. (New) A method of treating an acid-related gastrointestinal condition, comprising 
orally administering to a subject a jfolid pharmaceutical dosage form that is not enteric-coated or 
delayed-released, comprising: 

(a) a first part comprising a proton pump inhibitor (PPI) selected from a group 
consisting of omeprazole, lansoprazole, rabeprazole, esomeprazole, pantoprazole, pariprazole 
and leminoprazole; and 

(b) a second part surrounding the first part, the second part comprising at least 
one buffering agent present in an amount sufficient to prevent or inhibit acid degradation of the 
PPI by gastric acid so as to achieve bioavailability of the PPI in the subject after oral 
administration of the dosage form. 

T 

204. (New) The method as recited inytlaim 203 wherein the disorder is duodenal ulcer 



disease. 



205. (New) The method as recj/fed in Claim 203 wherein the disorder is a gastric ulcer 
disease. 

206. (New) The method ad recited in Claim 203 wherein the disorder is 
gastroesophageal reflux disease (CBERD). 



207. (New) The metftod as\recited in Claim 203 wherein the disorder is erosive 
esophagitis. 

208. (Nejs^-Tfte^nethod as recited in Claim 203 wherein the disorder is poorly 
responsive symptomatic/jrERD. 
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209. (New) The method as recited in Claim 2Q8 wherein the disorder is a pathological 
hypersecretory disease. 

210. (New) The method as recited in Q&im 203 wherein the disorder is Zollinger 
Ellison Syndrome. 

211. (New) The method as recite^ in Claim 203 wherein the disorder is dyspepsia. 

212. (New) The method as rec/ted in Claim 203 wherein the PPI is omeprazole. 

213. (New) The method as /ecited in Claim 203 wherein the PPI is lansoprazole. 

214. (New) The method as recited in Claim 203 wherein the PPI is rabeprazole. 

215. (New) The metWl as recited in Claim 203 wherein the PPI is esomeprazole. 

216. (New) The memod'as recited in Claim 203 wherein the PPI is pantoprazole. 

217. (New) The m^thod'as recited in Claim 203 wherein the PPI is pariprazole. 

218. (New) The method as recited in Claim 203 wherein the PPI is leminoprazole. 

219. (New) The method as incited in Claim 203 wherein the PPI comprises a 
substantially pure enantiomer, a rafcemic mixture, a derivative, or a base or salt thereof. 

220. (New) The method as re/ited in Claim 203 wherein the first part comprises a 
compressed tablet. 



221. (New) The methc 
comprises a capsule which su 
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222. (New) The method as recited^Qi Claim 203 wherein the first part further 
comprises a capsule containing the PPI,^W^tKe^econd part further comprises a capsule 
containing the capsule of the first partf 

223. (New) The methoa as recited in Claim 203 wherein the buffering agent is present 
in an amount of about 4 mEq toyabout 30 mEq. 



224. (New) The 
in an amount of about 




s recited in Claim 203 wherein the buffering agent is present 
1 5 mEq. 



225. (New) The\ftafethod/as recited in Claim 203 wherein the buffering agent is present 
in an amount of about 10/mfiq to about 20 mEq. 

226. (New) The method as recited ^n Claim 203 wherein the buffering agent comprises 
a bicarbonate salt of a Group IA metal. 

227. (New) The method as re6ited in Claim 203 wherein the buffering agent comprises 
at least one of magnesium hydroxide; magnesium lactate, magnesium gluconate, magnesium 
oxide, magnesium carbonate, magnesium silicate, magnesium lactate, and other magnesium 
salts. 



228. (New) Tie 
at least one of calcium & 
calcium lactate, calci 
calcium maleate, ancfother 



recited in Claim 203 wherein the buffering agent comprises 
calpium glycerophosphate, calcium chloride, calcium hydroxide, 
[ate, calcium bicarbonate, calcium gluconate, calcium glycinate, 
calcium salts. 



12825848.6 062501 1619C 01723326 



-25- 





Serial No. 09/481,207 

229. (New) The method %k recited in Claim 203 wherein the buffering agent comprises 
about 250 mg to about 1680 mg sfidium bicarbonate. 

230. (New) The mettfod as recited in Claim 203 wherein the buffering agent comprises 
about 840 mg to about 1680 mg sodium bicarbonate. 

23 1 . (New) The method as /ecited in Claim 203 wherein the buffering agent comprises 
about 500 to about 1000 mg calcium carbonate. 

232. (New) The mepj^a as recited in Claim 203 wherein the buffering agent comprises 
about 250 mg to about lOOQ^nig^lcium carbonate. 

233. (New) The method a^ec^e^j^aim 203 wherein the buffering agent comprises 
bination of sodium bicarbonate and cafcfum bicarbonate. 



234. (New) The method as recited in Claim 203 further comprising combining the 
dosage form with an aqueous medium prior to administration. 

235. (New) The method ayrecited in Claim 234 wherein the aqueous medium 
comprises sodium bicarbonate solution. 



236. (New) The m\ 
comprises 8.4% (w/v) sodiui 



;tfo6d/£s recited in Claim 234 wherein the aqueous medium 
bicarbonate solution. 



237. (New) The method as recited in Claim 234 wherein the aqueous medium 



comprises water. 
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238. (New) A solid pharmaceutical dosage form, comprising: 

(a) a first part comprising a proton pump inhibitor (PPI) that is in an enteric- 
coated or delayed-released form, the PP/ selected from a group consisting of omeprazole, 
lansoprazole, rabeprazole, esomeprazcfle, pantoprazole, pariprazole and leminoprazole; and 

(b) a second partrcontacting the first part, the second part comprising at least 
one buffering agent present in an amount of about 4 mEq to about 30 mEq. 

239. (New) The dosage form as recited in Claim 238 wherein the buffering agent is 
present in an amount of about 1.5 mEq to about 15 mEq. 

240. (New) The dosage form as recited in Claim 238 wherein the buffering agent is 
present in an amount of about 10 mEq to about 20 mEq. 

241. (New) The dosage form as recited in Claim 238 wherein the bioavailability of the 
PPI is sufficient to elicit ^therapeutic effect. 

242. (Wew) THe dosage form as recited in Claim 238 wherein the PPI is present in a 
therapeutically effecti^/amount. 



243. 
substantially 



(New) The dosage form as recited in Claim 238 wherein the PPI comprises a 
pure^endntiomer, a racemic mixture, a derivative, or a base or salt thereof. 



244. Uvfew)' The dosage form as recited in Claim 238 wherein the PPI is omeprazole. 



245. (New) The dosage form as recited in Claim 238 wherein the PPI is lansoprazole. 



246. (New) The dosage form as recited in Claim 238 wherein the PPI is rabeprazole. 
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247. (New) The dosage form as recited in Claim 238 wherein the PPI is esomeprazole. 

248. (New) The dosage form as recited in Claim 238 wherein the PPI is pantoprazole. 

249. (New) The dosage form asrecited in Claim 238 wherein the PPI is pariprazole. 

250. (New) The dosage forny as recited in Claim 238 wherein the PPI is leminoprazole. 

25 1 . (New) The dosage form as recited in Claim 238 wherein the PPI comprises 
enteric coated granules, which surround an inner core of the second part, the second part further 
comprising a non-enteric-coated PPI. 

252. (New) The dosage form as recited in Claim 238 wherein the first part further 
comprises a non-enteric-coatefl PPI. 

253. (New) The^Qtee form as recited in Claim 238 wherein the first part further 
comprises a non-entera-coateaPPI and the second part surrounds the first part. 

254. (New) The dosage form as recited in Claim 238 wherein the first part is a tablet. 

255. (New) Tfie/aosage form as recited in Claim 254 wherein the second part further 
comprises a capsulelwljn^^^ buffering agent and the tablet. 

256. (New)jrThe dosage form as recited in Claim 238 wherein the first part further 
comprises a capsule comaining/he PPI, and the second part further comprises a capsule 
containing the capsule of me first part. 

257. (New) The dosage form as recited in Claim 238 wherein the buffering agent 
comprises a bicarbonate salt of a Group IA metal. 

-28- 
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258. (New) The dosage form as recited in Claim 238 wherein the buffering agent 
comprises at least one of magnesium hydroxide, magnesium lactate, magnesium gluconate, 
magnesium oxide, magnesium carbonate/ magnesium silicate, magnesium lactate and other 
magnesium salts. 

259. (New) The dosage forrfi as recited in Claim 238 wherein the buffering agent 
comprises at least one of calcium acetate, calcium glycerophosphate, calcium chloride, calcium 
hydroxide, calcium lactate, calcium carbonate, calcium bicarbonate, calcium gluconate, calcium 
glycinate, calcium maleate, and ottier calcium salts. 

260. (New) The dosage form as recited in Claim 238 wherein the buffering agent 
comprises about 250 mg to about 1680 mg sodium bicarbonate. 

261 . (New) The dosjage form as recited in Claim 238 wherein the buffering agent 
comprises about 840 mg to about 1680 mg sodium bicarbonate. 



262. 
comprises abou 



263. Tihe 



about 500 mg to 




sage form as recited in Claim 238 wherein the buffering agent 
about 1000 mg calcium carbonate. 

s recited in Claim 238 wherein the buffering agent comprises 
alcium carbonate. 



264. (Nev\^T|Mp do^kge form as recited in Claim 238 wherein the buffering agent 
comprises a combination ^f sodium bicarbonate and calcium carbonate. 

265. (NewVThe dosage form as recited in Claim 238 wherein the second part 
surrounds the first part and wherein the second part further comprises non-enteric-coated PPL 
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266. (New) A method of treating an acid-related gastrointestinal condition, comprising 
orally administering to a subject a solid pharmaceutical dosage form, comprising: 



(a) a first j> 
coated or delayed-releaa 
lansoprazole, rabeprazole, 



ipn^ng a proton pump inhibitor (PPI) that is in an enteric- 
fonji, tfie ^Pl sel^erfed from a group consisting of omeprazole, 
toprazole, pariprazole and leminoprazole; and 



(b) a secondUfort ccjottfcting the first part, the second part comprising at least 
one buffering agent present injan amount of about 4 mEq to about 30 mEq. 

267. (New) The method as recited in Cjlaim 266 wherein the buffering agent is present 
in an amount of about 7.5 mEq to about 15 mEc 

268. (New) The method as recited /n Claim 266 wherein the buffering agent is present 
in an amount of about 10 mEq to about 20ymEq. 

269. (New) The method as rented in Claim 266 wherein the PPI comprises a 
substantially pure enantiomer, a racemic mixture, a derivative, or a base or salt thereof. 

270. (New) The WertTod^sT^Qited in Claim 266 wherein the PPI is omeprazole. 

271 . (New) The method as recited wi Claim 266 wherein the PPI is lansoprazole. 

272. (New) The memod as recited/in Claim 266 wherein the PPI is rabeprazole. 

273. (New) The m4thod^fecited in Claim 266 wherein the PPI is esomeprazole. 

274. (New) The/method as recited in Claim 266 wherein the PPI is pantoprazole. 



275. (New) Tlje method as recited in Claim 266 wherein the PPI is pariprazole. 
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276. (New) The method as recited in Claim 266 wherein the PPI is leminoprazole. 

277. (New) The method as recited in Claim 266 wherein the PPI comprises enteric 
coated granules, which surround an inner core of the ^econd part, the second part further 
comprising a non-enteric-coated PPI. 

278. (New) The method as recited in C/aim 266 wherein the first part further 
comprises a non-enteric-coated PPI. 

279. (New) The method as recited/n Claim 266 wherein the first part further 
comprises a non-enteric-coated PPI and thi second part surrounds the first part. 

280. (New) The method as recfited in Claim 266 wherein the first part is a tablet. 

28 1 . (New) The method asffecited in Claim 280 wherein the second part further 
comprises a capsule which surrounds the buffering agent and the tablet. 

282. (New) The methop as recited in Claim 266 wherein the first part further 
comprises a capsule containihg/heJBEl^and the second part further comprises a capsule 
containing the capsule / effthe first part. 

283. (New) The method as recited i/i Claim 266 wherein the buffering agent comprises 
a bicarbonate salt of a Group 1A metal. 

284. (New) The/method a^ecited in Claim 266 wherein the buffering agent comprises 
at least one of magnesium hydride, magnesium lactate, magnesium gluconate, magnesium 
oxide, magnesium carbqpate, magnesium silicate, magnesium lactate, and other magnesium 
salts. 
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285. (New) The method as recited in Claim 266 whprein the buffering agent comprises 
at least one of calcium acetate, calcium glycerophosphate, Galcium chloride, calcium hydroxide, 
calcium lactate, calcium carbonate, calcium bicarbonate, /alcium gluconate, calcium glycinate, 
calcium maleate, and other calcium salts. 

286. (New) The method as recited in Claim 266 wherein the buffering agent 
comprises about 250 mg to about 1680 mg sodiumr bicarbonate. 

287. (New) The method as recited in Claim 266 wherein the buffering agent comprises 
about 840 mg to about 1680 mg sodium bicarbonate. 

288. (New) The method as recites in Claim 266 wherein the buffering agent comprises 
about 250 mg to about 1000 mg calcium carbonate. 

289. The method as recifed m Claiifrs£66 wherein the buffering agent comprises about 
500 mg to about 1000 mg calcium carbonate. 

290. (New) The method as recited ij/ Claim 266 wherein the buffering agent comprises 
a combination of sodium bicarbonate ancPcalcium carbonate. 



291. (New) The method as recited in Claim 266 wherein the second part surrounds the 
first part and whereia-tfie secdnd part further comprises non-enteric-coated PPL 
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292. (New) A solid pharmaceutical composition, comprising: 

(a) omeprazole; and 

(b) at least one buffering agent that is not an amino acid, wherein the 
buffering agent is present in an amount off at least 30 parts to 1 part omeprazole. 

293. (New) The composition as recited in Claim 292 wherein the omeprazole 
comprises a substantially pure enantiomer, a racemic mixture, a derivative, or a base salt thereof. 

294. (New) The composition as recited in Claim 292 wherein the buffering agent 
comprises a bicarbonate salt of a Group IA metal. 

295. (New) The composition as recited in Claim 292 wherein the buffering agent 
comprises at least one of magnesium hydroxide, magnesium lactate, magnesium gluconate, 
magnesium oxide, magnesiunj/eafb^nate, magnesium silicate, magnesium lactate, and other 
magnesium salts. 



296. (New/The 
comprises at least o 
hydroxide, calcium 
glycinate, calcium 




n as recited in Claim 292 wherein the buffering agent 
etate, calcium glycerophosphate, calcium chloride, calcium 



lactate, ealcjum carbonate, calcium bicarbonate, calcium gluconate, calcium 
aleate, aftci other caldium salts. 



maleate. 



297. (New)/The composition^ recited in Claim 292 wherein the buffering agent 
comprises a combination of sodium Bicarbonate and calcium carbonate. 

298. (New) Thev composition as recited in Claim 292 further comprising a flavoring 



agent. 
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300. (New) A solid pharmaceutical dcj&age form that is not enteric-coated or delayed- 
released, comprising: 

(a) omeprazole; and 

(b) at least one buffering/agent present in an amount sufficient to prevent or 
inhibit acid degradation of the omeprazolgby gastric acid so as to achieve bioavailability of the 
omeprazole in a subject after oral administration of the dosage form. 

301. (New) The dosage form as recited in Claim 300 wherein the omeprazole 
comprises a substantially pure enantion^er, a racemic mixture, a derivative, or a base or salt 
thereof. 



302. (New) The dosage,. 



recited in Claim 300 further comprising a flavoring 



agent. 



303. (New) Tyhe dosage f^rm zjs recited in Claim 300 further comprising an anti- 
foaming agent. 

304. (NeW) The dosage/fop^rasj-ecited in Claim 300 wherein the omeprazole is 

305. (NewYThe dosage form Is recited in Claim 300 wherein the omeprazole is 
present in an amount of about ID mmo about 40 mg. 



306. (New) Thddosi 



tablet. 



;e form as recited in Claim 300 wherein the dosage form is a 



35 



12825848.6 062501 1619C 01723326 



Serial No. 09/481,207 



307. (New) The dosage form as recijed in Claim 300 wherein the dosage form is a 
powder. 

308. (New) The dosage form as recited in Claim 300 wherein the dosage form is a 
suspension tablet. 

309. (New) The dosage form a^ recited in Claim 300 wherein the dosage form is a 
chewable tablet. 

310. (New) The dosage form as recited in Claim 309 further comprising aspartame. 



311. (New) The dosage form as recited in Claim 300 wherein the dosage form is a 



capsule. 



312. (New) The do^ 
effervescent powder. 



ige form as recited in Claim 300 wherein the dosage form is an 



313. (New) 
effervescent tablet 



rhe dosage form as recited in Claim 300 wherein the dosage form is an 



314. (New; 
plurality of pellets 

315. (New)\Thedosa; 
plurality of granules. 

316. (New)Thedos 
present in an amount of about 



i The dosagef form as recited in Claim 300 wherein the dosage form is a 



;e form as recited in Claim 300 wherein the dosage form is a 



ge form as recited in Claim 300 wherein the buffering agent is 
mEq to about 30 mEq. 
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317. (New) The dosage form as recited in Claim 300 wherein the buffering agent is 
present in an amount of about 7.5 mEq to about 15 mEq. 

318. (New) The dosage form as repited in Claim 300 wherein the buffering agent is 
present in an amount of about 10 mEq to apout 20 mEq. 

319. (New) The dosage form as recited in Claim 300 wherein the buffering agent 
comprises a bicarbonate salt of a Group Aa metal. 

320. (New) The dosage foray as recited in Claim 300 wherein the buffering agent 
comprises sodium bicarbonate. 

321. (New) The dosage foijhi as recited in Claim 300 wherein the buffering agent 
comprises about 250 mg to about 1Q80 mg sodium bicarbonate. 

322. (New) The dosage flbrm as recited in Claim 300 wherein the buffering agent 
comprises about 840 mg/to about A680 mg sodium bicarbonate. 

323. (New)/The dosag^ fgon as recited in Claim 300 wherein the buffering agent 
comprises calcium carbonate. 

324. (New) The do^e form %£ recited in Claim 300 wherein the buffering agent 
comprises about 250\mg to abiut 1000 mg calcium carbonate. 



325. (New) The dosage form as recited in Claim 300 wherein the buffering agent 
comprises about 500 mg to about 1000 mg calcium carbonate. 



v 
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326. (New) The dosage form as reci/ed in Claim 300 wherein the buffering agent 
comprises a combination of calcium carbonate and sodium bicarbonate. 

327. (New) The dosage form as recited in Claim 300 wherein the buffering agent 
comprises at least one of magnesium hydroxide, magnesium lactate, magnesium gluconate, 
magnesium oxide, magnesium carbonate, magnesium silicate, magnesium lactate and other 
magnesium salts. 

328. (New) The dosage forim as recited in Claim 302 wherein the buffering agent 
comprises at least one of calcium acetate, calcium glycerophosphate, calcium chloride, calcium 
hydroxide, calcium lactate, calcium carbonate, calcium bicarbonate, calcium gluconate, calcium 
glycinate, calcium maleate, and oper calcium salts. 

329. (New) A liquid^jHShnaceutical composition produced by the method of 
combining the dosage forai recited in Claim 300 with an aqueous medium. 

330. (New) The liquid pharmaceutical composition of Claim 329 wherein the aqueous 
medium comprises sodium bicarbonate solution. 



331. 
medium compri 



ew) The liomspharm^ceutical composition of Claim 329 wherein the aqueous 
es gastrie^secretions. j 



332. (New) The l|quid jmarmaceutical composition of Claim 329 wherein the aqueous 
medium comprises water. 

333. (New) Thejliquid pharmaceutical composition as recited in Claim 329 wherein the 
dosage form is a powder fend the aqueous medium is water. 
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334. (New) The liquid phai 
dosage form is a plurality of granule; 




composition as recited in Claim 329 wherein the 
ueous medium is water. 
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335. (New) A method of treating an acid-related gastrointestinal condition, comprising 
orally administering to a subject a solid pharmaceutical dosage form to a subject that is not 
enteric-coated or delayed-released, compris|ng: 

(a) omeprazole; and 

(b) at least one buffeAng agent present in an amount sufficient to prevent or 
inhibit acid degradation of the omeprazole by gastric acid so as to achieve bioavailability of the 
omeprazole in the subject after oral administration of the dosage form. 



336. (New) The method as recited in Claim 335 wherein the disorder is duodenal ulcer 



disease. 



337. (New) The methodtas recited in Claim 335 wherein the disorder is a gastric ulcer 



disease. 



338. (NewYThe method as recited in Claim 335 wherein the disorder is 
gastroesophageal reflux disease/ tfGERD). 



ew) The methcxJ^agT^cited in Claim 335 wherein the disorder is erosive 



339. (h 
esophagi tis. 



340. (Ne^) The mejthod recited in Claim 335 wherein the disorder is poorly 
responsive symptomatic GEI 



341. (New) TSjie mjethod as recited in Claim 335 wherein the disorder is a pathological 
hypersecretory disease. 
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347. (New) The method 
an amount of about 10 mg to 

348. (New) The 

349. (New) The method as, 




342. (New) The method as recited in jtlaim 335 wherein the disorder is Zollinger 
Ellison Syndrome. 

343. (New) The method as recited ill Claim 335 wherein the disorder is dyspepsia. 

344. (New) The method as recited/in Claim 335 wherein the omeprazole comprises a 
substantially pure enantiomer, a racemic mixture, a derivative, or a base or salt thereof. 

345. (New) The method as recitpd in Claim 335 wherein the dosage form further 
comprises a flavoring agent. 

346. (New) The method as rec|ted in Claim 335 wherein the dosage form further 
comprises an anti-foaming agent. 



in Claim 335 wherein the omeprazole is present in 



in Claim 335 wherein the dosage form is a tablet. 



scited in Claim 335 wherein the dosage form is a powder. 



351. (New) The\method as 

tablet. 

352. (New) The method as 
comprises aspartame. 
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350. (New) Tjie methpff as ijecited inyClaim 335 wherein the dosage form is a 
suspension tablet. 




ecfted in Claim 335 wherein the dosage form is a chewable 



ecited in Claim 351 wherein the chewable table further 
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353. (New) The method as recited in Claim 335 wherein the dosage form is a capsule. 

354. (New) The method as recited iry Claim 335 wherein the dosage form is an 
effervescent powder. 

355. (New) The method as recite^ in Claim 335 wherein the dosage form is an 
effervescent tablet. 

356. (New) The method as recited in Claim 335 wherein the dosage form is a plurality 
of pellets. 

357. (New) The method as recited in Claim 335 wherein the dosage form is a plurality 
of granules. 

358. (New) The method ag^cited ill Claim 335 wherein the buffering agent is present 
in an amount of about 4 mEq \a about |30 mHq. 

359. (New) The method as recited in Claim 335 wherein the buffering agent is present 
in an amount of about 7.5 mEq to about 15 



360. (New) The 
in an amount of about 10 



method/as! recited in Gflaim 335 wherein the buffering agent is present 
ipEq to about 20 mEq. 



361 . (New) The method as reeled in Claim 335 wherein the buffering agent comprises 
a bicarbonate salt of a GroupuA metal. 



362. (New) The meth64 
sodium bicarbonate. 
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363. (New) The method as recited in dlaim 335 wherein the buffering agent comprises 
about 250 mg to about 1680 mg sodium bicarbonate. 

364. (New) The method as recited in Claim 335 wherein the buffering agent comprises 
about 840 mg to about 1680 mg sodium bicarbonate. 

365. (New) The method as recited in Claim 335 wherein the buffering agent comprises 
calcium carbonate. 

366. (New) The method as recited in Claim 335 wherein the buffering agent comprises 
about 250 mg to about 1000 mg calcium carbonate. 

367. (New) The method as recited in Claim 335 wherein the buffering agent comprises 
about 500 mg to about 1000 mg cdkfium carbonate. 

368. (New) Theymethod as recilfed in Claim 335 wherein the buffering agent comprises 
a combination of calcimn carbonate ana sodium bicarbonate. 

369. (New) The method^as recited in Claim 335 wherein the buffering agent comprises 
at least one of magnesium hy<teokifb£ magnesium lactate, magnesium gluconate, magnesium 
oxide, magnesium} carbon^e/magnesium /ilicate, magnesium lactate and other magnesium salts. 

370. (Ne^) The method as re/ited in Claim 335 wherein the buffering agent comprises 

lalcii 



at least one of calcium acetate, 



glycerophosphate, calcium chloride, calcium hydroxide, 



calcium lactate, calciunK^arboi^ate/ calcium bicarbonate, calcium gluconate, calcium glycinate, 
calcium maleate, and other calcrium salts. 
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371 . (New) A composition, comprisir/g: 

(a) omeprazole; 

(b) gastric secretions; and/ 

(c) at least one buffering agent present in an amount sufficient to prevent or 
inhibit acid degradation of the omeprazole/by the gastric secretions so as to achieve 
bioavailability of the omeprazole in a subject, 

wherein the omeprazole and the Buffering agent comprise a solid dosage form, which is 
capable of disintegration and dissolution in the gastric secretions and is not enteric-coated or 
delayed-released. 

372. (New) The composition! as recited in Claim 371 wherein the omeprazole 
comprises a substantially pure enantj£ffner] a racemic mixture, a derivative, or a base or salt 
thereof 



373. (New) The composition as recited in Claim 371 wherein the omeprazole is present 



in a therapeutically effecti 

374. (New) The 
in an amount of about 10 



r e amountf 

compopifipn as recited in Claim 371 wherein the omeprazole is present 
to about 40 mg. 



375. (New) The composition as recited in Claim 371 wherein the dosage form is a 



tablet. 



376. (New) The composition as recited in Claim 371 wherein the dosage form is a 



powder. 
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377. (New) The composition £s recited in Claim 371 wherein the dosage form is a 
suspension tablet. 

378. (New) The compositio/i as recited in Claim 371 wherein the dosage form is a 
chewable tablet. 

379. (New) The composition as recited in Claim 378 wherein the chewable tablet 
further comprises aspartame. 



380. (New) The composition as recited in Claim 371 wherein the dosage form is a 
capsule. 

381. (New) The composition as recited in Claim 371 wherein the dosage form is an 
effervescent powder. 

382. (New) The composition £s recited in Claim 371 wherein the dosage form is an 
effervescent tablet. 

383. (New) Th'e compj>s^oji^recited in Claim 371 wherein the dosage form is a 
plurality of pellets. 

384. (New) Tne composition 96 recited in Claim 371 wherein the dosage form is a 
plurality of granules. 



385. (New) The co' 
present in an amount of about 4 




position as recited in Claim 371 wherein the buffering agent is 
mEq to about 30 mEq. 
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386. (New) The composition as recited in Claim 371 wherein the buffering agent is 
present in an amount of about 7.5 mEq to about 15 mEq. 



387. (New) The composition/as recited in Claim 371 wherein the buffering agent is 
present in an amount of about 10 mEo to about 20 mEq. 

388. (New) The composition as recited in Claim 371 wherein the buffering agent 
comprises sodium bicarbonate. 

389. (New) The composition as recited in Claim 371 wherein the buffering agent 
comprises about 250 mg to about/1680 mg sodium bicarbonate. 

390. (New) The composition as recited in Claim 371 wherein the buffering agent 
comprises about 840 mg to about 1680 mg sodium bicarbonate. 

391. (New) The/fcomposi/ion as recited in Claim 371 wherein the buffering agent 
comprises calcium carbonate. 



392. (New) 
comprises about 250 



393. (New) The 
comprises about 500 mg to 



position as recited in Claim 371 wherein the buffering agent 
out 1 000 Jmg calcium carbonate. 

cofnpositi/6n as recited in Claim 371 wherein the buffering agent 
apouf 1000 mg calcium carbonate. 



394. (New) Thi 
comprises a combination 



imposition as recited in Claim 371 wherein the buffering agent 
of calcium carbonate and sodium bicarbonate. 
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395. (New) The composition as recited in Claim 371 wherein the buffering agent 
comprises at least one of magnesium hydroxide, magnesium lactate, magnesium gluconate, 
magnesium oxide, magnesium carbonate, magnesium silicate, magnesium lactate and other 
magnesium salts. 

396. (New) The composition as recited in Claim 371 wherein the buffering agent 
comprises at least one of calcium acetate, calcium glycerophosphate, calcium chloride, calcium 
hydroxide, calcium lactate, calcium carnonate, calcium bicarbonate, calcium gluconate, calcium 
glycinate, calcium maleate, and other^alciuin salts. 

397. (New) The compq&iticp as/ecited in Claim 371 further comprising a flavoring 

agent. 

398. (New) The comjiosi^on as re/ited in Claim 371 further comprising an anti- 
foaming agent. 
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399. (New) A solid pharmaceutical dosagp form that is not enteric-coated or delayed- 
released, comprising: 



(a) a first part comprising omeprazole; and 

(b) a second part surrounding the first part, the second part comprising at least 
one buffering agent present in an amount sufficient to prevent or inhibit acid degradation of the 
omeprazole by gastric acid so as to achieve bioavailability of the omeprazole in a subject after 
oral administration of the dosage form. 

400. (New) The dosage form as recited in Claim 399 wherein the bioavailability of the 
omeprazole is sufficient to elicit a therapeutic effect. 

401. (New) The dosage form as incited in Claim 399 wherein the omeprazole is 
present in a therapeutically effective ai^upt. 

402. (New) The dosage form asfrecfted in Claim 399 wherein the omeprazole 
comprises a substantially pure ena|itiomejr /a racemic mixture, a derivative, or a base or salt 
thereof. 

403. (New) The dosage ^>rm recit^ef in Claim 399 wherein the first part comprises a 
compressed tablet. 

404. (New) The dosage femTof as recited in Claim 403 wherein the second part further 
comprises a capsule which surrounds tne*buffering agent and the tablet. 
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405. (New) The dosage form as recited in Claim 399 wherein the first part further 
comprises a capsule containing the omeprazole and the second part further comprises a capsule 
containing the capsule of the first part. 

406. (New) The dosage form as recited in Claim 399 wherein the buffering agent 
comprises a bicarbonate salt of a Group IN metal. 

407. (New) The dosage form as recited in Claim 399 wherein the buffering agent 
comprises at least one of magnesium hydroxide, magnesium lactate, magnesium gluconate, 
magnesium oxide, magnesium carbonatjs, magnesium silicate, magnesium lactate and other 
magnesium salts. 

408. (New) The dosage fornj as recited in Claim 399 wherein the buffering agent 
comprises at least one of calcium acetato, calcium glycerophosphate, calcium chloride, calcium 
hydroxide, calcium lactate, calcium carbonate, calcium bicarbonate, calcium gluconate, calcium 
glycinate, calcium maleate, ana other calc/ium salts. 

409. (New) The dosage frnin as recited in Claim 399 wherein the buffering agent is 
about 250 mg to about 1680 mg sofljjMfTbicaDbonate. 

410. (New) The dosage form as /ecited in Claim 399 wherein the buffering agent is 
about 840 mg to about 1680\mg spdiun/bicarbonate. 

411. (New) The dosage form as recited in Claim 399 wherein the buffering agent 
comprises about 250 mg to aboutNLOOO mg calcium carbonate. 
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412. (New) The dosage form as rcmtea in Claim 399 wherein the buffering agent is 
about 500 mg to about 100 mg calcium icarlsopate. 



413. (New) The dosage foim^sfrecitea in Claim 399 wherein the buffering agent 
comprises a combination of sodium bicarbonate and calcium carbonate. 
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414. (New) A method of treating an ac/d-related gastrointestinal condition, comprising 
orally administering to a subject a solid pharmaceutical dosage form that is not enteric-coated or 
delayed-released, comprising: 

(a) a first part comprising omeprazole; and 

(b) a second part surrounding the first part, the second part comprising at least 
one buffering agent present in an amount sufficient to prevent or inhibit acid degradation of the 
omeprazole by gastric acid so as to achieve bioavailability of the omeprazole in the subject after 
oral administration of the dosage form. 



415. (New) The method as recitep in Claim 414 wherein the disorder is duodenal ulcer 



disease. 



416. (New) The method as recit< 



disease. 



417. (New) The method a^recitj^fl in Claim 414 wherein the disorder is 
gastroesophageal reflux disease (G 



418. (New) The method 
esophagitis. 

41 9. (New) The method ^s rec 
responsive symptomatic GERD. 

420. (New) The m^fliod as ret 
hypersecretory disease. 
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in Claim 414 wherein the disorder is a gastric ulcer 



tea in Claim 414 wherein the disorder is poorly 



414 wherein the disorder is erosive 



ted in Claim 414 wherein the disorder is a pathological 
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421. (New) The method as recited in/Claim 414 wherein the disorder is Zollinger 
Ellison Syndrome. 

422. (New) The method as recited/in Claim 414 wherein the disorder is dyspepsia. 

423. (New) The method as recitep in Claim 414 wherein the omeprazole comprises a 
substantially pure enantiomer, a racemic mixture, a derivative, or a base or salt thereof. 

424. (New) The method as recited in Claim 414 wherein the first part comprises a 
compressed tablet. 



425. (New) The method as rec 
comprises a capsule which comprises th 

426. (New) The method as re 



ted in Claim 424 wherein the second part further 
buffering agent and the tablet. 



ited in Claim 414 wherein the first part further 
comprises a capsule containing the dme^razole/ and the second part further comprises a capsule 
containing the capsule of the first/part. 

427. (New) The metlpd as re zi/cd in Claim 414 wherein the buffering agent is present 
in an amount of about 4 mEq ty about/ A 

428. (New) The methbd as re cited ijf Claim 414 wherein the buffering agent is present 
in an amount of about 7.5 mEq t© 15 n I 



429. (New) The method ks 
in an amount of about 10 mEq to aboc 



Eq. 

ited in Claim 414 wherein the buffering agent is present 
20 mEq. 
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430. (New) A solid pharmaceutical dosage form, comprising: 

(a) a first part comprising omeprazole that is in an enteric-coated or delayed- 
released form; and 

(b) a second part contacting the first part, the second part comprising at least 
one buffering agent present in an amount oflabout 4 mEq to about 30 mEq. 

431 . (New) The dosage form as cecited in Claim 430 wherein the buffering agent is 
present in an amount of about 7.5 mEq to about 15 mEq. 

432. (New) The dosage form as recited in Claim 430 wherein the buffering agent is 
present in an amount of about 10 mEq tof^BSut 20 mEq. 



433. (New) The dosage/form ks re/ited in Claim 430 wherein the bioavailability of the 

/ 

omeprazole is sufficient to elicit a therapeutic effect. 



434. (New) The dosage for 



as recited in Claim 430 wherein the omeprazole is 



present in a therapeutically effective a nount. 

435. (New) The iosa^forri as recited in Claim 430 wherein the omeprazole 
comprises a substantially ppre enanti^m^r, a racemic mixture, a derivative, or a base or salt 
thereof. 



436. (New) The dosage form as recited in Claim 430 wherein the omeprazole 
comprises enteric coated granules, which surround an inner core of the second part, the second 
part further comprising a non-entenc-coated omeprazole. 
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437. (New) The dosage form as recited iif Claim 430 wherein the first part further 
comprises a non-enteric-coated omeprazole. 

438. (New) The dosage form as recited/in Claim 430 wherein the first part further 
comprises a non-enteric-coated omeprazole and/the second part surrounds the first part. 

439. (New) The dosage form as recited in Claim 430 wherein the first part is a tablet. 

440. (New) The dosage form as reeled in Claim 439 wherein the second part further 
comprises a capsule which surrounds the buffering agent and the tablet. 

441 . (New) The dosage form as rej^ted^n Claim 430 wherein the first part further 



comprises a capsule containing the omqnaafole, an 
containing the capsule of the first part. 



i the second part further comprises a capsule 



442. (New) The dosagfe form as fecit^i in Claim 430 wherein the buffering agent 
comprises about 250 mg to about 1680 me solium bicarbonate. 

443. (New) The dopge form ajpf^^ 430 wherein the buffering agent 
comprises about 840 mg to a >out 16jj$f nSg sodium bicarbonate. 

444. (New) The dosage form as recked in Claim 430 wherein the buffering agent 
comprises about 250 mg to abqut 1000 mg/calcium carbonate. 

445. The dosage form as recited in Claim 430 wherein the buffering agent comprises 
about 500 mg to about 1000 mg calciu n carbonate. 
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446. (New) The dosage form as recited in Claim 430 wherein the buffering agent 
comprises a combination of sodium bicarbonate and calcium carbonate. 

447. (New) The dosage form as ifecited in Claim 430 wherein the buffering agent 
comprises at least one of magnesium hydi/oxide, magnesium lactate, magnesium gluconate, 
magnesium oxide, magnesium carbonate/ magnesium silicate, magnesium lactate and other 
magnesium salts. 

448. (New) The dosage fprm |s recjfted in Claim 430 wherein the buffering agent 
comprises at least one of calcium' acetatfe, c/lcium glycerophosphate, calcium chloride, calcium 



hydroxide, calcium lactate, calc um carl 
glycinate, calcium maleate, and 



nate, calcium bicarbonate, calcium gluconate, calcium 
Iciumjsalts. 



449. (New) The dosage form/ as Recited in Claim 430 wherein the second part 
surrounds the first part and wherpin th^/Second part further comprises non-enteric-coated 
omeprazole. 
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450. (New) A method of treating an acjfd-related gastrointestinal condition, comprising 
orally administering to a subject a solid pharmaceutical dosage form, comprising: 

(a) a first part comprising o/neprazole that is in an enteric-coated or delayed- 
released form; and 

(b) a second part contacting the first part, the second part comprising at least 
one buffering agent present in an amount 01 about 4 mEq to about 30 mEq. 

45 1 . (New) The method as recited in Claim 450 wherein the buffering agent is present 
in an amount of about 7.5 mEq to about 1/5 mEq. 

452. (New) The method as jxaited iiJ Claim 450 wherein the buffering agent is present 
in an amount of about 10 mEq to /bout/20 mEq. 

453. (New) The method as recited in Claim 450 wherein the omeprazole comprises a 
substantially pure enantiomer, a racemicymixture, a derivative, or a base or salt thereof. 

454. (New) Thef method asirecitedin Claim 450 wherein the omeprazole comprises 
enteric coated granules, which su^raT^rra an innjbr core of the second part, the second part further 
comprising a non-enteric-coated^meprazok 



455. (New) The method 

i 

comprises a non-entenc-coated om( 



recjred in Claim 450 wherein the first part further 
■azole. 



456. (New) The\nethod i s recited in Claim 450 wherein the first part further 
comprises a non-enteric-coated om sprazole and the second part surrounds the first part. 
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457. (New) The method as recitea in Claim 450 wherein the first part is a tablet. 

458. (New) The method as recited in Claim 457 wherein the second part further 
comprises a capsule which surrounds the buffering agent and the tablet. 

459. (New) The method its /ecityd in Claim 450 wherein the first part further 
comprises a capsule containing/the qjfrigfrazole, and the second part further comprises a capsule 
containing the capsule of the first ] 

460. (New) The method/as reeled in Claim 450 wherein the second part surrounds the 
first part and wherein the second /pajtiurther comprises non-enteric-coated omeprazole. 
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461 . (New) A solid pharmaceutical dosage form that is not enteric-coated or delayed- 
released, comprising: 

(a) lansoprazole; and 

(b) at least one buffering ag£nt present in an amount sufficient to prevent or 
inhibit acid degradation of the lansoprazole by gastric acid so as to achieve bioavailability of the 
lansoprazole in a subject after oral administration of the dosage form. 

462. (New) The dosage form as recited in Claim 461 wherein the lansoprazole 
comprises a substantially pure enantiomer, p racemic mixture, a derivative, or a base or salt 
thereof 

463. (New) The dosag^obrm asjrec/ted in Claim 461 further comprising a flavoring 

agent. 



464. (New) The dosage form $ recited in Claim 461 further comprising an anti- 
foaming agent. * 



465. (New) The dosagi 



present in a therapeutically effective an oun/ 



s reci/ed in Claim 461 wherein the lansoprazole is 



466. (New) The dosage form 
present in an amount of about 10 mg t< 



467. (New) The dosage for 



tablet. 



ad recited in Claim 461 wherein the lansoprazole is 
about 60 mg. 

as recited in Claim 461 wherein the dosage form is a 
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468. (New) The dosage form as recited/in Claim 461 wherein the dosage form is a 
powder. 

469. (New) The dosage form as recited in Claim 461 wherein the dosage form is a 
suspension tablet. 

470. (New) The dosage form as recfited in Claim 461 wherein the dosage form is a 
chewable tablet. 



471. (New) The dosage form as recited in Claim 470 further comprising aspartame. 

472. (New) Trie dosage form as ifecited in Claim 461 wherein the dosage form is a 
capsule. 

473. (New) The dosage form as [recited ir| Claim 461 wherein the dosage form is an 
effervescent powder. 

474. (New) The dosage form a^ recitecj/in Claim 461 wherein the dosage form is an 
effervescent tablet. 



475. (New) The dosage form ; 
plurality of pellets. 



5 recited in Claim 461 wherein the dosage form is a 



476. (New) The dosage^orm a^ recited/in Claim 461 wherein the dosage form is a 
plurality of granules. ^ 

477. (New) The dosage form as recited in Claim 461 wherein the buffering agent is 
present in an amount of about 4 mEq to kbout 30 mEq. 
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478. (New) The dosage form as recited in Claim ^61 wherein the buffering agent is 
present in an amount of about 7.5 mEq to about 15 mEq. 

479. (New) The dosage form as recited in Cla/m 461 wherein the buffering agent is 
present in an amount of about 10 mEq to about 20 mEl 

480. (New) The dosage form as recited in jClaim 461 wherein the buffering agent 
comprises a bicarbonate salt of a Group IA metal. 

481 . (New) The dosage form as recited /n Claim 461 wherein the buffering agent 
comprises sodium bicarbonate. 

482. (New) The dosage form as recited in Claim 461 wherein the buffering agent 
comprises about 250 mg to about 1680 mg'sojniiji bicarbonate. 



483. (New) The dosage fonh as recited 
comprises about 840 mg to about 1680 mg ^odii 



Claim 461 wherein the buffering agent 
bicarbonate. 

lim 461 wherein the buffering agent 



484. (New) The dosage/form as ] 
comprises calcium carbonate. 

485. (New) The dosage form as recite in Claim 461 wherein the buffering agent 
comprises about 250 mg to about U)00 mgxalcium carbonate. 

486. (New) The dosage^form as recited in Claim 461 wherein the buffering agent 
comprises about 500 mg to about 1000 ng calcium carbonate. 
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487. (New) The dosage form as recited in Glaim 461 wherein the buffering agent 
comprises a combination of calcium carbonate and sodium bicarbonate. 

488. (New) The dosage form as recited in Claim 461 wherein the buffering agent 
comprises at least one of magnesium hydroxide, magnesium lactate, magnesium gluconate, 
magnesium oxide, magnesium carbonate, magnesium silicate, magnesium lactate and other 
magnesium salts. 

489. (New) The dosage form as recited in Claim 461 wherein the buffering agent 
comprises at least one of calcium acetate, cajlcium glycerophosphate, calcium chloride, calcium 
hydroxide, calcium lactate, calcium carbonate, calcium bicarbonate, calcium gluconate, calcium 
glycinate, calcium maleate, and other calcfum salts. 

490. (New) A liquid pharmaceutical composition produced by the method of 
combining the dosage form recited^riXraim 461 with an aqueous medium. 

491. (New) The liquid pharmaceutical composition of Claim 490 wherein the aqueous 
medium comprises sodium bicarbonate solution. 

492. (New) Tne liquid pha^^c^uticaTipomposition of Claim 490 wherein the aqueous 
medium comprises gastic secretion 

493. (New) The liquid pharmaceutical composition of Claim 490 wherein the aqueous 
medium comprises water 

494. (New) The fcquid pftianhaceutical composition as recited in Claim 490 wherein the 
dosage form is a powder and the aqueous medium is water. 
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495. (New) The liquid pharmaceutic^ composition as recited in Claim 490 wherein the 
dosage form is a plurality of granules and the/aqjueous medium is water. 
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496. (New) A method of treating an acid-related gastrointestinal condition, comprising 
orally administering to a subject a solid pharmaceutical dosage form to a subject that is not 
enteric-coated or delayed-released, comprising: 

(a) lansoprazole; and 

(b) at least one buffering agent present in an amount sufficient to prevent or 
inhibit acid degradation of the lansoprazole by gastric acid so as to achieve bioavailability of the 
lansoprazole in the subject after oral administration of the dosage form. 

497. (New) The method as recited pn Claim 496 wherein the disorder is duodenal ulcer 
disease. 



498. (New) The method as recited in Claim 496 wherein the disorder is a gastric ulcer 



disease. 



499. (New) The method as recited iff Claim 496 wherein the disorder is 
gastroesophageal reflux disease (GERD). 



500. (New) The ipethod as r^cijted in Claim 496 wherein the disorder is erosive 
esophagitis. 

501 . (New) The method as reqited in 0aim 496 wherein the disorder is poorly 
tic GERD. 



responsive symptomatic 1 



502. (New) The method as i^fcited in Claim 496 wherein the disorder is a pathological 
hypersecretory disease. 
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503. (New) The method as recited ii^ Claim 496 wherein the disorder is Zollinger 
Ellison Syndrome. 

504. (New) The method as recitecy in Claim 496 wherein the disorder is dyspepsia. 

505. (New) The method as recited in Claim 496 wherein the lansoprazole comprises a 
substantially pure enantiomer, a racemic mixture, a derivative, or a base or salt thereof. 

506. (New) The method as recjted in Claim 496 wherein the dosage form further 
comprises a flavoring agent. 



507. (New) The method as re< 
comprises an anti-foaming agent. 



ited in Claim 496 wherein the dosage form further 



508. (New) The method asrpscited in Claim 496 wherein the lansoprazole is present in 
an amount of about 10 mg to ab^ut 60 mg. 

509. (New) The method as r ^citea in Claim 496 wherein the dosage form is a tablet. 

510. (New) The method as recited in Claim 496 wherein the dosage form is a powder. 



511. (New) Th 
suspension tablet. 



method asy^ited in Claim 496 wherein the dosage form is a 



512. (New) TheVnethod as 



-ecitecrin Claim 496 wherein the dosage form is a chewable 



tablet. 



513. (New) The method as 
comprises aspartame. 
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514. (New) The method as recited irJ Claim 496 wherein the dosage form is a capsule. 

515. (New) The method as recited ip. Claim 496 wherein the dosage form is an 
effervescent powder. 

516. (New) The method as recite^ in Claim 496 wherein the dosage form is an 
effervescent tablet. 

517. (New) The method as recijfed in Claim 496 wherein the dosage form is a plurality 
of pellets. 

518. (New) The method as reqhed in Claim 496 wherein the dosage form is a plurality 
of granules. 

519. (New) The method as refcited in Claim 496 wherein the buffering agent is present 
in an amount of about 4 mEq to al 

520. (New) The methfod as rebitedfin Claim 496 wherein the buffering agent is present 
in an amount of about 7.5 mEg to about lymEq. 

521 . (New) The method as^Scited in Claim 496 wherein the buffering agent is present 
in an amount of about 10 mEq 

522. (New) The methoVl as r&jfted in Claim 496 wherein the buffering agent comprises 
a bicarbonate salt of a Group IA metal 

523. (New) The method as recited in Claim 496 wherein the buffering agent comprises 
sodium bicarbonate. 
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524. (New) The method as recited iii Claim 496 wherein the buffering agent comprises 
about 250 mg to about 1680 mg sodium bicarbonate. 

525. (New) The method as recited in Claim 496 wherein the buffering agent comprises 
about 840 mg to about 1680 mg sodium bicarbonate. 

526. (New) The method as recitpd in Claim 496 wherein the buffering agent comprises 
calcium carbonate. 

527. (New) The method as recited in Claim 496 wherein the buffering agent comprises 
about 250 mg to about 1000 mg calcium carbonate. 



528. (New) The method as 
about 500 mg to about 1000 mg calcium 



529. (New) The method as 
a combination of calcium carbon; 

530. (New) The method as 




in Claim 496 wherein the buffering agent comprises 
carbonate. 

Claim 496 wherein the buffering agent comprises 
bicarbonate. 



in Claim 496 wherein the buffering agent comprises 
at least one of magnesium hydroxide, rrfagpesium lactate, magnesium gluconate, magnesium 
oxide, magnesium carbonate, maggjfeiu n silicate, magnesium lactate and other magnesium salts. 

531 . (New) The method as recited in Claim 496 wherein the buffering agent comprises 



at least one of calcium acetate,\^alciun 
calcium lactate, calcium carbonate, cal 
calcium maleate, and other calcium salts. 



glycerophosphate, calcium chloride, calcium hydroxide, 
cium bicarbonate, calcium gluconate, calcium glycinate, 
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532. (New) A composition, comprising 



(a) lansop azole 



(b) gastric 



(c) at leasi 
inhibit acid degradation of the 
bioavailability of the 



secretions; and 



one buffering agent present in an amount sufficient to prevent or 
lansoprazole by the gastric secretions so as to achieve 
lansoprazole in a subject, 



wherein the lansoprazole and the buffering agent comprise a solid dosage form, which is 
capable of disintegration and dissolution in the gastric secretions and is not enteric-coated or 
delayed-released. 

533. (New) The conlpo&ition as recited in Claim 532 wherein the lansoprazole 
comprises a substantiallypurejenan iomer, a racemic mixture, a derivative, or a base or salt 
thereof. 



534. (New) 
present in a therapeuti 



he composition as recited in Claim 532 wherein the lansoprazole is 
:ally effqdave amount. 



535. (New) T\he composition as recited in Claim 532 wherein the lansoprazole is 
present in an amount of about ISO mgjto about 60 mg. 



536. (New) The com] 



sition as recited in Claim 532 wherein the dosage form is a 



tablet. 



537. (New) The composition as recited in Claim 532 wherein the dosage form is a 



powder. 
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538. (New) The composition as Recited in Claim 532 wherein the dosage form is a 
suspension tablet. 

539. (New) The composition ^s recited in Claim 532 wherein the dosage form is a 
chewable tablet. 

540. (New) The compositiorj as recited in Claim 539 wherein the chewable tablet 
further comprises aspartame. 



541 . (New) The composition as recited in Claim 532 wherein the dosage form is a 
capsule. 

542. (New) The compositibn as recited in Claim 532 wherein the dosage form is an 
effervescent powder. 



543. (New) The com] 
effervescent tablet. 

544. (New) The 
plurality of pellets. 

545. (New) The 
plurality of granules. 




as recited in Claim 532 wherein the dosage form is an 



as recited in Claim 532 wherein the dosage form is a 



ion as recited in Claim 532 wherein the dosage form is a 



546. (New) The composi tion as recited in Claim 532 wherein the buffering agent is 
present in an amount of about 4 m 2q to about 30 mEq. 
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547. (New) The composition as recited in Claim 532 wherein the buffering agent is 
present in an amount of about 7.5 mEq to about 15 mEq. 

548. (New) The composition as recited in Claim 532 wherein the buffering agent is 
present in an amount of about 1 Of mEq to about 20 mEq. 



549. (New) The compi 
comprises sodium bicarbonate. 

550. (New) The comp 
comprises about 250 mg to about 



551. (N ew) The comp* 
comprises about 840 mg to 



out 



•sition as recited in Claim 532 wherein the buffering agent 



^sition as recited in Claim 532 wherein the buffering agent 
1680 mg sodium bicarbonate. 



>sition as recited in Claim 532 wherein the buffering agent 
16&0 mg sodium bicarbonate. 



552. (New) Tl^fe composition as recited in Claim 532 wherein the buffering agent 
comprises calcium carbonate. 



553. (New) The comp^ 
comprises about 250 mg to abo 



ftion as recited in Claim 532 wherein the buffering agent 
50 mg&alcium carbonate. 



554. (New) The cpmpOjsition as recited in Claim 532 wherein the buffering agent 
comprises about 500 mgdo about ll 000 me/calcium carbonate. 

555. (New) TheVomposltior/as recited in Claim 532 wherein the buffering agent 
comprises a combination of calcium carbonate and sodium bicarbonate. 



12825848.6 062501 1619C 01723326 



-69- 



Serial No. 09/481,207 

556. (New) The composition as recited in Claim 532 wherein the buffering agent 
comprises at least one of magnesium hydroxide, magnesium lactate, magnesium gluconate, 
magnesium oxide, magnesium carbonates, magnesium silicate, magnesium lactate and other 
magnesium salts. 



557. (New) The composition as recited in Claim 532 wherein the buffering agent 
comprises at least one of calcium apetate, calcium glycerophosphate, calcium chloride, calcium 
hydroxide, calcium lactate, calcium carbonate, calcium bicarbonate, calcium gluconate, calcium 
glycinate, calcium maleate, and otherycalcium salts. 



558. (New) The comtt^sition as recited in Claim 532 further comprising a flavoring 



agent. 



559. (New) The cor 
foaming agent. 



im as recited in Claim 532 further comprising an anti- 
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560. (New) A solid pharmaceutical dosage form that is not enteric-coated or delayed- 
released, comprising: 

(a) a first part comprising lansoprazole; and 

(b) a second part/surrounding the first part, the second part comprising at least 
one buffering agent present in an amount sufficient to prevent or inhibit acid degradation of the 
lansoprazole by gastric acid so as tD achieve bioavailability of the lansoprazole in a subject after 
oral administration of the dosage f Dim. 



561 . (New) The dosage 
lansoprazole is sufficient to elicit a 

562. (New) The dosage 
present in a therapeutically/effecti 



563. (New) Th£ 
comprises a substantially 
thereof. 

564. (New) Thd t $&sage 
compressed tablet. 

565. (New) The d\sage ; 




brm as recited in Claim 560 wherein the bioavailability of the 
therapeutic effect. 

brm as recited in Claim 560 wherein the lansoprazole is 



bpi as recited in Claim 560 wherein the lansoprazole 
tiomgji a racemic mixture, a derivative, or a base or salt 



brm as recited in Claim 560 wherein the first part comprises a 



form as recited in Claim 564 wherein the second part further 



comprises a capsule which surrounds the buffering agent and the tablet. 
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566. (New) The dosage form as recited in Claim 560 wherein the first part further 
comprises a capsule containing the lansoprazole and the second part further comprises a capsule 
containing the capsule of the first part. 

567. (New) The dosage form as Recited in Claim 560 wherein the buffering agent 
comprises a bicarbonate salt of a Group IA metal. 

568. (New) The dosage form as recited in Claim 560 wherein the buffering agent 
comprises at least one of magnesium hydroxide, magnesium lactate, magnesium gluconate, 
magnesium oxide, magnesium carbonate, magnesium silicate, magnesium lactate and other 
magnesium salts. 

569. (New) The dosage form :is recited in Claim 560 wherein the buffering agent 
comprises at least one of calcium acetate, calcium glycerophosphate, calcium chloride, calcium 



hydroxide, calcium lactate, calcium carpo 
glycinate, calcium maleate, ai/d other 



570. (New) The dosage for^ 
about 250 mg to about 16S 0 mg sodhm 



ate, calcium bicarbonate, calcium gluconate, calcium 
ium salts. 



571. (New) The iosage forn i 
about 840 mg to about 168® mg sodiuin 



as recited in Claim 560 wherein the buffering agent is 
onate. 



)1C£ 



as reciaed in Claim 560 wherein the buffering agent is 
bicarbonate. 



572. (New) The dosage formas recited in Claim 560 wherein the buffering agent 
comprises about 250 mg to about 1000 mg calcium carbonate. 
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573. (New) The dosage form as re^te^ in Claim 560 wherein the buffering agent is 
about 500 mg to about 100 mg calcium c£ 



574. (New) The dosage form 
comprises a combination of sodium bi 




Claim 560 wherein the buffering agent 
nate'and calcium carbonate. 
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575. (New) A method of treating an acifd-related gastrointestinal condition, comprising 
orally administering to a subject a solid pharmaceutical dosage form that is not enteric-coated or 
delayed-released, comprising: 

(a) a first part comprising lansoprazole; and 

(b) a second part surrounding the first part, the second part comprising at least 
one buffering agent present in an amount sufficient to prevent or inhibit acid degradation of the 
lansoprazole by gastric acid so as to achiev^ bioavailability of the lansoprazole in the subject 
after oral administration of the dosage for 



576. (New) The method as recited in Claim 575 wherein the disorder is duodenal ulcer 



disease. 



577. (New) The method as repifeduvClaim 575 wherein the disorder is a gastric ulcer 



disease. 

578. (New) The method as reeled )n Claim 575 wherein the disorder is 
gastroesophageal reflux disease (GERD)J.y 

579. (New) The me hod a^reqited in Claii^i 575 wherein the disorder is erosive 
esophagi tis. 

580. (New) The method as recited jif Claim 575 wherein the disorder is poorly 
responsive symptomatic GERD. 

581 . (New) The method as Recited in Claim 575 wherein the disorder is a pathological 
hypersecretory disease. 
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582. (New) The method as recited iij Claim 575 wherein the disorder is Zollinger 
Ellison Syndrome. 

583. (New) The method as recited/in Claim 575 wherein the disorder is dyspepsia. 

584. (New) The method as recited in Claim 575 wherein the lansoprazole comprises a 
substantially pure enantiomer, a racemic mpxture, a derivative, or a base or salt thereof. 

585. (New) The method as recit|d in Claim 575 wherein the first part comprises a 
compressed tablet. 



586. (New) The method as 
comprises a capsule which surrounds the 



reciied in Claim 585 wherein the second part further 
HffeHng agent and the tablet. 



587. (New) The method /fs recited iiyClaim 575 wherein the first part further 
comprises a capsule containing the lansp 3ra^ole v and the second part further comprises a capsule 
containing the capsule of the first part. 

588. (New) The method a^rje!c|ted in Claim/>75 wherein the buffering agent is present 
in an amount of about 4 mEq to about 3(j> mEq. 

589. (New) The meJnod\as reoitejHn Claim 575 wherein the buffering agent is present 
in an amount of about 7.5 



to li 



590. (New) The method as 
in an amount of about 10 mEq to about 



recited in Claim 575 wherein the buffering agent is present 
20 mEq. 
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591 . (New) A solid pharmaceutical dosage form, comprising: 

(a) a first part comprising lansoprazole that is in an enteric-coated or delayed- 
released form; and 



(b) a second part contacting the first part, the second part comprising at least 
one buffering agent present in an amoun of about 4 mEq to about 30 mEq. 



592. (New) The dosage form '< s recited in Claim 591 wherein the buffering agent is 
present in an amount of about 7.5 mEq i o about 15 mEq. 

593. (New) The dosage form is recited in Claim 591 wherein the buffering agent is 
present in an amount of about 10 mEq 1 o about 20 mEq. 



594. (New) The dosage form 
lansoprazole is sufficient to elicit 



595. (New) The dosage form as recit/d in Claim 591 wherein the lansoprazole is 
present in a therapeutically effective amoum 




ecired in Claim 591 wherein the bioavailability of the 



596. (New) The dosage forn ^as recited in Cpim 591 wherein the lansoprazole 
comprises a substantially pu^e enafftiopier, a racemj^ mixture, a derivative, or a base or salt 
thereof. 



597. (New) The dosage ran i as^ecited in Claim 591 wherein the lansoprazole 
comprises enteric coated granules, which surround an inner core of the second part, the second 
part further comprising a non-enteric coated lansoprazole. 
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598. (New) The dosage form as Recited in Claim 591 wherein the first part further 
comprises a non-enteric-coated lansoprazole. 

599. (New) The dosage form afc recited in Claim 591 wherein the first part further 
comprises a non-enteric-coated lansoprazole and the second part surrounds the first part. 

600. (New) The dosage form/as recited in Claim 591 wherein the first part is a tablet. 



601 . (New) The dosage fo 
comprises a capsule which surrounds 



fom 



602. (New) The dosage 
comprises a capsule containing the 
containing the capsule of the first pa t 

603. (New) The dosage fc 



as recited in Claim 600 wherein the second part further 
the buffering agent and the tablet. 



as recited in Claim 600 wherein the first part further 
lansoprazole, and the second part further comprises a capsule 



as recited in Claim 600 wherein the buffering agent 



comprises about 250 mg to abour 1680 mg sodium bicarbonate. 

604. (New) The dosage fo rm asrecited in Claim 600 wherein the buffering agent 
comprises about 840 mg to about It 8(/mg^odium bicarbonate. 



605. (New) The dosagenfcrm as recited in Claim 600 wherein the buffering agent 
comprises about 250 mg to about 1 ( '00 mg calcium carbonate. 



606. The dosage form\as 
about 500 mg to about 1000 mg c' 



ecited in Claim 600 wherein the buffering agent comprises 
cium carbonate. 
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607. (New) The dosage form as recited in Gflaim 600 wherein the buffering agent 
comprises a combination of sodium bicarbonate and calcium carbonate. 



608. (New) The dosage form as recited in Claim 600 wherein the buffering agent 
comprises at least one of magnesium hydroxide^jaagnesium lactate, magnesium gluconate, 
magnesium oxide, magnesium carbonate, ma^^kun silicate, magnesium lactate and other 
magnesium salts. 



609. (New) The dosage/Form as recited in Claim 600 wherein the buffering agent 
comprises at least one of calcium acetate, calcium glycerophosphate, calcium chloride, calcium 
hydroxide, calcium lactate, calcium carbonate, calcium bicarbonate, calcium gluconate, calcium 
glycinate, calcium maleate; and other calcium salts. 

610. (New) me dosage form as recited in Claim 600 wherein the second part 
surrounds the first pajfl; and wherein the second part further comprises non-enteric-coated 
lansoprazole. 
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611. (New) A method of treating acid-related gastrointestinal condition, comprising 
orally administering to a subject a solid pharmaceutical dosage form, comprising: 

(a) a first part comprising lansoprazole that is in an enteric-coated or delayed- 
released form; and 

(b) a second part contacting the first part, the second part comprising at least 
one buffering agent present in an amounl of about 4 mEq to about 30 mEq. 

612. (New) The method as reiited in Claim 611 wherein the buffering agent is present 
in an amount of about 7.5 mEq to abouj 15 mEq. 

613. (New) The method as recited in Claim 61 1 wherein the buffering agent is present 
in an amount of about 10 mEq to aboul^U mEq) 

614. (New) The methocj/^ scited ii^laim 61 1 wherein the lansoprazole comprises a 
substantially pure enantiomer, a racen lie mixture, a derivative, or a base or salt thereof. 

615. (New) The method as *ecited in Claim 61 1 wherein the lansoprazole comprises 
enteric coated granules, which surroura£Mn inner co/e of the second part, the second part further 

ited lansoprazole. 



comprising a non-entenc-co 

616. (New) The method as 
comprises a non-enteric-coatei 




617. (New) The method as 
comprises a non-enteric-coated lansc prazole 



recited in Claim 61 1 wherein the first part further 
azole. 



recited in Claim 61 1 wherein the first part further 
and the second part surrounds the first part. 
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618. (New) The method as recited in Claim 61 1 wherein the first part is a tablet. 



619. (New) The method as recited/ 
comprises a capsule which surrounds the/1 

620. (New) The method as/re* 
comprises a capsule containing the/Ian 
containing the capsule of the first 



621. (New) The methofi 
first part and wherein the secon< 




m 618 wherein the second part further 
agent and the tablet. 

Claim 61 1 wherein the first part further 
, and the second part further comprises a capsule 



ag recit^a in Claim 611 wherein the second part surrounds the 
comprises non-enteric-coated lansoprazole. 



12825848.6 062501 1619C 01723326 



-80- 



